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■ 

DETAILED ACTION 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a) because they fail to show 8' 
in Figure 8 in [0059] and 8 in Figure 8 in [0060] as described in the specification. Any 
structural detail that is essential for a proper understanding of the disclosed invention 
should be shown in the drawing. MPEP § 608.02(d). Corrected drawing sheets in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the 
appropriate figure must be removed from the replacement sheet, and where necessary, 
the remaining figures must be renumbered and appropriate changes made to the brief 
description of the several views of the drawings for consistency. Additional replacement 
sheets may be necessary to show the renumbering of the remaining figures. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). If 
the changes are not accepted by the examiner, the applicant will be notified and 

4 

informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

2. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 



Application/Control Number: 10/708,989 Page 3 

Art Unit: 1709 

description: 41 in Figure 8. Corrected drawing sheets in compliance with 37 CFR 
1.121(d), or amendment to the specification to add the reference character(s) in the 
description in compliance with 37 CFR 1.121(b) are required in reply to the Office action 

4 

to avoid abandonment of the application. Any amended replacement drawing sheet 
should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" 
or "New Sheet" pursuant to 37 CFR 1 .121 (d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 



3. The disclosure is objected to because of the following informalities: in [0017] in 
the instance where it reads "the medical fluid is positively sucked analysis device" 
should read "the medical fluid is positively sucked into the analysis device". . 

Appropriate correction is required. 

Claim Objections 

4. Claim 3 is objected to because of the following informalities: In claim 3, line 3, in 
the instance where it reads "gible pin. or membrane, or by opening a valve" should read 
"gible pin, membrane, or by opening a valve". Appropriate correction is required. 
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Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

« 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1-5, 9-10 and 12-13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by USP 4,863,454 to LaBove et al. (herein referred "LaBove"). 

7. Regarding claim 1 , the reference LaBove discloses a method and apparatus for 
preparation and delivery of an intravenous therapeutic agent that minimizes the 
possibility of contamination, exposure and improper dosage level of a drug. One 
container, preferably flexible bags of a plastic capable of maintaining a sterile 
environment, is pre-filled with a diluent and another container is filled with a dry form of 
a drug. The containers are joined with a flow connector between them, which allows the 
diluent to flow into the drug container for mixing (see abstract, column 3, lines 30-31). 

8. Regarding claim 2, the reference LaBove discloses a tubular connector 18 that 
attached at one end of a discharge portal 16 of one container and has a stop cock 
assembly 20 disposed in about the center of the connector 18 (see column 3, lines 46- 
49; Figure 1). 
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9. Regarding claims 3 and 5, the reference LaBove discloses the stop cock 
assembly 20 disposed in about the center of the connector 18 is shown in a closed 
position in Figure 1 . At the time desired to make the intravenous mixture the stop cock 
20 is rotated to the open position and diluent in the container 10 flows into the container 
22 through the connector 18 (column 3, line 52 and column 4, lines 2-5; Figure 1). It is 
interpreted by the examiner that the stop cock functions as a valve to allow fluid 
communication between the fluid bag and analysis device. 

10. Regarding claim 4, the reference LaBove discloses another embodiment of the 
apparatus where the stop cock assembly 88 has an injection spike 90 with a lumen 92 
through the center. The injection spike is made of a rigid material where it is firmly 
inserted through a diaphragm in a discharge portal 78 when the dual bag system is 
ready for use (see column 5, lines 12-17; Figure 3). It is interpreted by the examiner 
that the diaphragm in the discharge portal 78 functions as a membrane. 

1 1 . Regarding claim 9, the reference LaBove discloses a dual bag system where a 

first container 10 is in connection with a second container 22 by means tubular 

> 

connector 18. One of the containers is pre-filled with a diluent and the other is pre-filled 
with a dry form of a drug or therapeutic agent (see abstract and column 3, lines 34-56; 
Figure 1). 

12. Regarding claim 10, the reference LaBove discloses a stop cock assembly 20 in 
the tubular connector 18 that is used to instigate flow between the two chambers is 
desired (see column 3, lines 46-48 and column 4, line 2-4). It is interpreted by the 



Application/Control Number: 10/708,989 Page 6 

Art Unit: 1709 

examiner that the stop cock, when in a closed position, is a blocking device arranged in 
the connection tube, preventing flow from one container to the other. 

13. Regarding claim 12, the reference LaBove disclose in another embodiment of the 
apparatus, the stop cock assembly 88 has an injection spike 90 with a lumen 92 through 
the center where the injection spike is made of a rigid material. When the injection 
spike 90 is firmly inserted through a diaphragm in the discharge portal 78 mixing occurs 
between the dual bag system (see column 5, lines 12-16; Figure 3). It is interpreted by 
the examiner that the diaphragm between the two bags functions as a membrane as a 
thin pliable sheet of material. 

14. Regarding claim 13, the reference LaBove discloses the two containers are in 
connection by a tubular connector 18 where a stop cock assembly 20 is disposed in 
about the center of the connector 18 (see column 3, lines 46-49). It is interpreted by the 
examiner that the stop cock functions as a valve, controlling the flow the liquid or flow 
between the containers or bags. 

15. Claims 1-3, 5, 7, 9-10 and 13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by USP 6,372,182 to Mauro et al. (herein referred "Mauro"). 

16. Regarding claim 1 , the reference Mauro discloses a single integrated device 
where a body fluid of a human or animal can be both collected and analyzed easily and 
without risk of contamination (see abstract). The body fluid is collected in a collection 
pouch that is preferably made from a flexible, transparent or translucent polymeric 
material so that the amount of blood present in the pouch can be easily manipulated. 
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The collection pouch is integrated with a transfer unit by a conduit and an analysis unit 
where the blood is filtered and flows through an analysis unit that may have a chemical, 
monoclonal or other constituents to detect the presence of antibodies to the HIV virus 
(see column 5, lines 18-22, 29-30 and column 6, lines 25-29, 34-36 and 46-49). 

17. Regarding claims 2-3, the reference Mauro discloses that the mechanism for 
transferring the blood sample from the blood collection pouch to the analysis until is the 
transfer unit which allows a precise amount of the blood sample to be withdrawn from 
the pouch and transferred to the analysis until without loss or contamination. The 
transfer unit is connected to the pouch by a conduit, which terminates in a one-way 
valve to the analysis unit that is permanently connected (see column 8, lines 21-31 and 
60-63). 

18. Regarding claim 5, the reference Mauro discloses that in order to initiate flow 
from the pouch to the analysis unit, the operator squeezes the flexible pouch to flow the 
sample of blood through the one way valve, which opens the path for the flow the blood 
into a chamber that flows eventually into the analysis unit (see column 9, lines 14-20). 

19. Regarding claim 7, the reference Mauro discloses in determining the presence or 
absence of the predetermined component in the analysis unit, there are in each of the 
sensors may be indicated in a variety of different ways, most of which involve the use of 
a visual indicator which appears or fails to appear during the analysis. When the blood 
flows through the unit and the component is not present, there is no reaction with the 
treating chemical and the treated area remains clear without the appearance of a 
pattern or the original "unreacted" color. If the blood sample does contain the desired 
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component, a reaction between the component and the detecting substance occurs and 
the color of the treated area changes substantially in color and/or a distinctive pattern 
appears on the substrate. The new color and pattern are visible through the transparent 
portion of the sensor on the housing of the analysis unit (see column 6, lines 59-66 and 
column 7, lines 8-18). 

20. Regarding claim 9, the reference Maura discloses a single integrated device 
where a body fluid of a human or animal can be both collected and analyzed easily and 
without risk of contamination (see abstract). The device has a body fluid collection 
pouch that is integrated with a transfer unit that is connect by means of a conduit into a 
an analysis unit with a housing. At the opposite end of the conduit in the transfer unit 
where there is an inlet into the flow path of the analysis unit, containing a chemical, 
monoclonal or other constituents to detect the presence of antibodies to the HIV virus, 
where it is constructed of an opaque plastic or metal with a series of holes in it with 
each hole alighted with an analysis or control unit where the color or pattern change can 
be visibly observed for the presence or absence of a specific component (see column 5, 
lines 19-23 and 30-31, column 6, lines 46-49 and 59-67, column 7, lines 8-18). 

21 . Regarding claims 10 and 13, the reference Maura discloses that the transfer unit 
connecting the blood fluid collection pouch and the analysis unit are connected by a 
conduit which terminates in a one-way valve allowing blood to only flow "downstream" in 
the direction from the pouch to the analyzer. There is no backflow or "upstream" flow of 
the blood permitted through the valve ensuring that no blood, which is extracted from 
the pouch, is allowed to return (see column 8, lines 21-36). 
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Claim Rejections - 35 USC § 103 



22. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

23. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

24. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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25. Claims 6 are rejected under 35 U.S.C. 103(a) as being unpatentable over. 
LaBove as applied to claim 2 above, and further in view of USP 5,258,314 to Skerratt 
(submitted on the Information Disclosure Statement on 15 April 2004, herein referred 
"Skerratt"). 

26. Regarding claim 6, the reference LaBove discloses the claimed invention except 
for arranging a cassette surround the air pocket. Skerratt discloses a microprocessor- 
based biomedical monitoring apparatus where a roller assembly pulls a 
compartmentalized pouch through the apparatus until it blocks the optosensors for 

detection (see column 3, lines 37-38, 57-60; Figure 2). It is interpreted by the examiner 

*. 

that the roller assembly that pulls the pouch through the apparatus and surrounds the 
pouch is considered as a cassette that applies a pressure to push fluid from one 
compartment of the pouch to the other. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to provide a cassette 
surrounding the bag or pouch to exert pressure to initiate flow between compartments of 
the pouch or into a separate pouch that is connected by a tubular connector to instigate 
mixing of fluids or reagents. 

27. Claims 7 and 16-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over LaBove as applied to claim 1 above, and further in view of and further in view of 
DE 3504527 A1 to Gropp et al. (submitted on the Information Disclosure Statement on 
15 April 2004, herein referred "Gropp"). 
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28. Regarding claim 7, the reference LaBove discloses the claimed invention except 
for displaying a reaction of the reagent. Gropp discloses a urine collection bag with an 
indicator mechanism. The indicator mechanism is where colorforming reaction layer is 
formed to determine urine status regarding the blood and pH values (see page 1 of 
translation). It would have been obvious to one having ordinary skill in that art at the 
time the invention was made to have a displaying means such as a transparent bag or 
container to indicate the status of the specimen in the bag by the formation of a color 
layer. ' 

29. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over LaBove 
and Gropp as applied to claim 7 above, and further in view of Skerratt. 

30. Regarding claim 8, the reference LaBove and Gropp disclose the claimed 
invention except for an optical analysis apparatus arranged at the cassette means. 
Skerratt discloses a roller assembly that surrounds a pouch that applies pressure to the 
pouch to initiate flow between compartments of the pouch. The roller assembly pulls 
the pouch through the rollers until the pouch blocks the optisensors 27 (see column 3, 
lines 57-60). The optisensors are made up of a light source and light sensor that 
detects colorimetric analysis of the pouch in the roller assembly (see column 2, lines 38- 
47). It would have been obvious to one having ordinary skill in that art at the time the 
invention was made to construct the cassette means surrounding the pouch with a 
detecting or analyzing means within the system so that the pouch or bag can be 
immobilized while being analyzed. 
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► 

31. Claim 14 and 16-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over LaBove as applied to claim 9 above, and further in view of Skerratt. 

32. Regarding claim 14, the reference LaBove discloses the claimed invention 
except for a cassette surrounding the air pocket. Skerratt discloses a microprocessor- 
based biomedical monitoring apparatus, which comprises of a roller assembly that pulls 
a pouch though the assembly such that the pouch is disposed between the rollers in a 
slot (see column 3, lines 48-54). The pouch is pulled through the rollers in the assembly 
until it blocks the optosensor that detects changes in the pouch with a light source and 
sensor (see column 3, lines 58-60 and column 2, lines 44-48). It is interpreted by the 
examiner that the roller assembly functions as a cassette surrounding the pouch. It 
would have been obvious to one having ordinary skill in that art at the time the invention 
was made to construct a cassette around the pouch or bag used as a detecting means 
of the pouch during reactions or protection from high pressure that may break the 
pouch. 

33. Regarding claim 16, the reference LaBove discloses the claimed invention 
except for the air pocket comprising of two plastic foils and where a reagent is coated 
on the inner surface of one of the foils. LaBove discloses the containers that are used 
are preferably made of flexible bags of a plastic capable of maintaining a sterile 
environment where one of the containers contains a dry form of a drug (see column 3, 
lines 30-31 ). Gropp discloses a urine collection bag with colorforming reaction layers on 
the bag to indicate individual components in urine (see page 1). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
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construct the flexible bags of two plastic foils rather than a unitary piece of material 
where there are colorforming reaction layers on one of the foils to indicate components 
in a specimen or contamination of the specimen. 

« 

34. Regarding claim 17, the reference LaBove and Gropp disclose the claimed 
invention except for explicitly state that the air pocket is expandable where the 
maximum volume is larger than the volume of the air enclosed in the connection tube. 

> 

LaBove discloses that the containers in the apparatus are preferably constructed of 
flexible bags of plastic capable of maintaining a sterile environment (see column 3, lines 
30-31 ). It is interpreted by the examiner that the flexible plastic that the bags are 
constructed from are expandable when pressure is applied and upon squeezing, is 
capable of containing a volume that is larger than the volume of the fluid connector 1 8. 

* 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct expandable plastic bags to contain a specimen with a 
large maximum volume in the instance where pressure is applied to the bag, the bag is 

« 

able to withstand pressure, when applied and expand without breaking. 

« 

35. Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over LaBove 
as applied to claim 10 above, and further in view of USP 4,403,992 to Bertellini et al. 
(herein referred "Bertellini"). 

36. Regarding claim 1 1 , the reference LaBove discloses the claimed invention 
except for the blocking device is a frangible pin. Bertellini discloses a continuous 
peritoneal dialysis bag device where the device has a flexible bag of plastic material 
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with two chambers, a liquid chamber and a disinfectant chamber, that are closed off at 
the inside of the chamber. The release of the closures in the chambers may be of a 
frangible pin that can be broken off by the flexible bag permitting removal of dialysis 
fluid and disinfectant from the respective chambers (see abstract). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to use 
a frangible pin between two containers to permit the flow so that one can immediately 
allow mixing of reagents by flexing, squeezing or applying pressure to the bag. 

37. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over LaBove 
as applied to claim 9 above, and further in view of USP 5,619,333 to Staff et al. (herein 
referred "Staff'). 

38. Regarding claim 15, the reference LaBove discloses the claimed invention 
except for an optical device for detecting the reaction of the analysis means. Staff 
discloses a portable on-line fluid contamination monitor where an optical sensor 
assembly used to view fluid that is withdrawn from a circuit and determine the level of 
contamination by observing the particles therein. The optical means for viewing the 
fluid is through a window by means of a light source disposed to project light through 
the window and a fluid and having a light sensor disposed on the opposite side of the 
window from the light source to detect particles in the fluid passing across the window 
by sensing the duration and extent of light obscuration caused by the particles in the 
fluid. The light sensor is preferably is a photodiode, but may be replaced with a charged 
coupled device (CCD) or other similar device (see abstract, column 2, lines 2-9, 66-67). 
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It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to incorporate an optical sensing means to detect the reaction 
occurring in the container or bag or contamination by means of a light source and 
sensor or CCD to optically monitor changes in the container with analog signals. 

Conclusion 

39. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. USP 4,820,297 to Kaufman et al. and USP 5,702,383 to Giesler 
et al. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine T. Mui whose telephone number is (571) 270- 
3243. The examiner can normally be reached on Monday-Friday 8-5; Alternate Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter Griffin can be reached on (571) 272-1447. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 

■ 

Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

* • 

you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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